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Applicant: 
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Filed: 
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Exanuner: 
Art Unit: 



ATTORNEY'S DOCKET NO: 51237/7011 
IN THE UNITED STATES PATENT AND TRADEMAFLK OFFICE 

Kenneth Walsh 
09/408,905 
September 29, 1999 

AKT Compositions for Enhancing Survival of Cells 

NickoUO. 

1642 



Comndssioner for Patents 
Washington, D.C. 20231 



p^damtion of K enneth Walsh Under 37 CFR §1.131 



Sir: 



I, Kenneth Walsh, declare that: 



1. 



2. 



3. 



I am an inventor of the above-identified patent application. I make this 
Declaration in support of that application and in response to the Office Action 
(Pj^er No. 16) dated May 14, 2001. 

The purpose of this Declaration is to establish conception and diligence in 
reduction to practice of Ac claimed invention in the United States as of a date 
prior to October 17, 2001, which is the pubUcation date spearing on the S. Datta 

M «1. reference, entitled "Akt Phosphorylation of BAD Couples Survival Si^a^s 

to the CeU-Intrinsic Death Machinery" (CcU, vol. 91:231-241 (OctobcrlTr^^^^^ 



made of record by the Bcaminer during prosecution of this tep^VitA^^ 



The claimed invention U directed to a method for treating myocardial inferction 
by administering an Akt molecule. 
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4. The Summary of the Invention (application page 2, lines 1 6-22) states: 

"The invention involves the discovery that Akt (also known a Protein Kinase-B, 
PKB) itihibits apopiotic cell-death of cells, and in particular, inhibits apoptotic cell-death 
of cardiomyocytes, skeletal myocytes and/or vascular endothelial cells. In view of these 
discoveries, it is believed that Akt molecules can be used to inhibit apoptotic cell-death of 
the afore-mentioned cell types, and in patticular, to treat conditions (e.g., myocardial 
inferction) that result in increased apoptotic cell-death of cardiomyocytes, skeletal 
myocytes and/or vascular endothelial cells.'' 

5 . To establish conception of the claimed invention, I submit herewith a 
reproduction of two pages fiom the laboratory notebook of Yasushi Fujio (Exhibit 
A, attached hereto) who woriced in my laboratory under my direction on research 
relating to the claimed invention. The two notebook pages are entitled "C2C12 
ceUs 1" and C2C12 cells 2," and are dated '•971 116" and ♦•9711 1 9," respectively 
(top right hand comer of pages, ycar/month/day). These experiments describe the 
results of experiments which establish that Akt inhibits apoptotic cell-death of 
myocytes. 

6. The experimental strategy for the Exhibit A experiment is presented in Example 1 
of the application as filed (pages 32-40, "Akt controls skeletal myocyte 
viability"). Example 1 of the application further describes the materials and 
methods that arc identified in Exhibit A (e.g., "C2C12 cells" (page 33, line 10); 
"Lipofectamine" (page 34, line 30); "OptiMEM" (page 34, line 30); "CMV" 
(page 35, line 1 1, "cytomegalovirus promoter^; "p-Gal" (page 35, line 17, "p- 
galactosidasc"); "Akt(wt)'' (page 35, line 22, •^vUd-type Akt"); and 
«Akt(Kl79M)" (page 35, line 23). 
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8. 



10. 



Th. results *o.» i„ Exhibi, A (page 2 .able «d b« graph) also „e ..bribed i„ 
E»mpl. , Of*, application as filed. "... dam show ,ha, Ak. is effective i„ 
P».«.n, ™.otic cell, ^_^^„ 

ll.e above-identified pa«„. .pp„^«„„ ^ 

appi«SN60/>02,740,medOc.obe,2,,,^ 
To sho^v dibgenc. between conception and the filing date of th. priority ' 
document , I rfso «,bmi, a ^production of four addition^ p„e, flom the 
..boratoty notrtook of Yasushi Fuji, (Exhibi, B. attached hereto) «*o worked in 
my latoratory ^der n,y direction on research relating to the claimed invenUoa 
lie fcur notebook pages are «,«fl.d "EndotheUal «U r, "EndotheUal ceU 2" 
c-dtomyocyte r. and "canliomyocyte 2-. with d» earliest dates for tf»,e ' 
«P«tae„.s being "96040rfbrth. endothelial cell exp.rin.ents and "9S0630- 
fbr the cardiomyocytes. respectively (,op rfgh, hand comer of pages 

y».««*,da„. n^«P«i««usdescrib.th.,.suIt,of.xperime„,awhioh 
estabhsh that Ak. inhibits apoptotic celMe«h of ««.othelial cell, and 
cardiomyocytes, respectively. 

^bi,A«„bUshesada.eof.onc.pUonof,hei:,v««i,nprior.oO«ob.r.7, 

ftep«hhc.hondate.ppearingond..s.D«tae.a,. reference to th,fiU.«d«.of 
.h.abov».«leatiaedp«B«ap,Uea,i«lprioritydoo«m«,t 
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11. Proin these exhibits, one of ordinarv«Win ^ 

. "'""'"^^sJ^Hm the art would recognize that I had 

conception ofthe invention in this countxy from a date nrior. n u 

""""J^^^o^aoatcpnortoOctober 17 1997 

and that reduction to practice was diH«.»«»i„ ' 

pracHce was diligently pursued from conception until the 

filing of the patent application priority document. 

andanypatentwhiehmay issue from the aWidentiliedpatentapplicatt>n^^^^^^^^^^ "^ 
Date: H 1 1^ 




Kenneth Walsh 
207 Judy Farm Road 
Carlisle, MA 01742 
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Applicant: Kenneth Walsh 

Serial No: 09/408,905 
Filed: 



ATTORNEY'S DOCKET NO: S1237/7011 

'^^^ , = ' IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

...... September 29, 1999 >^ \^ 

For: AKT Compositions for Enhancing Survival of Cells ^^kn ^^^jtK 

Examiner: Nickol, G. v^x ^ VVS 

Art Unit: 1642 ^ ^ O 

^ 

CERTIFICATE OF MAILING UNDER 37 C.F.R, §1.8(a) ^ 

The undersigned hereby certifies that this document is being placed in the United States mail with 
first-class postage attached, addressed to Commissioner for Patents, Washington, D.C. 20231, 
on the 6**" day of December 200 1 . ^ i ^ n - 

( > .-v"^— 

Elizabeth^R. Plumer, Reg. No. 36,637 

Commissioner for Patents 
Washington, D.C. 20231 

Sir: 

Transmitted herewith are the following documents: 

[✓] Walsh Declaration (signed ORIGINAL); and ('--^ ^> A..^. ^ ) 
] Return Postcard. 

If the enclosed papers are considered incomplete, the U.S. Patent and Trademark Office is 
respectfully requested to contact the undersigned at (61 7)720-3500, Boston, Massachusetts. 

The Commissioner is authorized to charge the appropriate fees to the account of the undersigned, 
Deposit Account No. 23/2825. A triplicate of this sheet is enclosed. 

Respectfully submitted, 
Kenneth Walsh, Applicant 



Elizabetli R. Plumer, Reg. No. 36,637 
WOLF, GREENFIELD & SACKS, P.C. 
600 Atlantic Avenue 
Boston, MA 02210-2211 
Attorneys for Applicant 
Tel. No. (617) 720-350 



Attorney Docket No.: SI 23 7/701 1 (ERP) 
Date: December 6, 2001 
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